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guiding chromatographers working in regulated industries and helping them to validate their chromatography
data systems to meet data integrity business and regulatory needs this book is a detailed look at the life cycle and
documented evidence required to ensure a system is fit for purpose throughout the lifecycle initially providing
the regulatory data integrity and system life cycle requirements for computerised system validation the book
then develops into a guide on planning specifying managing risk configuring and testing a chromatography data
system before release this is followed by operational aspects such as training integration and it support and
finally retirement all areas are discussed in detail with case studies and practical examples provided as
appropriate the book has been carefully written and is right up to date including recently released fda data
integrity guidance it provides detailed guidance on good practice and expands on the first edition making it an

invaluable addition to a chromatographer s book shelf

new edition of the gold standard in the field of pharmaceutical analysis extensively updated to include the new
ich guidelines g2 r2 and q14 following a holistic lifecycle approach to analytical procedures method validation in
pharmaceutical analysis provides hands on information for readers involved in development validation and
continued maintenance and evaluation of analytical procedures in pharmaceutical analysis this newly revised
and updated third edition includes much needed interpretation of the most recent ich guidelines for validation
and method development as well as recent publications of the usp on analytical procedure lifecycle management
and the activities of the british pharmacopeia agbd working party it also addresses hot topics in the field such as
data integrity and continuous monitoring of analytical performance written by a team of highly qualified
pharmaceutical professionals method validation in pharmaceutical analysis includes information on relevant
topics such as data governance data integrity and data quality as well as analytical instrument qualification and
system validation lifecycle and continued hplc performance qualification analytical target profile decision rules

and fitness for intended use and performance characteristics of analytical procedures method selection
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development and optimization multivariate analytical procedures and risk assessment and analytical control
strategy implementation of compendial pharmacopeia test procedures transfer of analytical procedures and a
lifecycle approach to transfer of analytical procedures completely comprehensive in coverage method validation
in pharmaceutical analysis is an essential reference for scientists researchers and professionals in the
pharmaceutical industry analytical chemists qc and qa staff and public authorities tasked with relevant regulatory

responsibilities

data integrity is the hottest topic in the pharmaceutical industry global regulatory agencies have issued guidance
after guidance after guidance in the past few years most of which does not offer practical advice on how to
implement policies procedures and processes to ensure integrity these guidances state what but not how
additionally key stages of analysis that impact data integrity are omitted entirely the aim of this book is to
provide practical and detailed help on how to implement data integrity and data governance for regulated
analytical laboratories working in or for the pharmaceutical industry it provides clarification of the regulatory
issues and trends and gives practical methods for meeting regulatory requirements and guidance using a data
integrity model as a basis the principles of data integrity and data governance are expanded into practical steps
for regulated laboratories to implement the author uses case study examples to illustrate his points and provides
instructions for applying the principles of data integrity and data governance to individual laboratory needs this
book is a useful reference for analytical chemists and scientists management and senior management working in
regulated laboratories requiring either an understanding about data integrity or help in implementing practical

solutions consultants will also benefit from the practical guidance provided
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